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THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent tenm adjustment. See 37 CFR 1.704(b). 
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1 )S Responsive to communication(s) filed on 11/17/03 . 
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1) Claims 1 to 15 are pending in the instant application. 

2) Claims 5 to 10, 14 and 15 are withdrawn from further consideration by the 
examiner. 37 CFR 1.142(b) as being drawn to a non-elected invention. Election was 
made without traverse in the correspondence filed 17 November of 2003. 

3) Claims 2 to 4 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. A properly 
dependent claim can not be conceivably be infringed without infringing the claims from 
which it depends. Claims 2 to 4 are improperly dependant from claim 1 because they 
can be infringed without infringing claim 1. 

4) Claims 1 1 to 13 are objected to under 37 C.F.R. § 1 .75(c) as being in 
improper form because a multiple dependent claim must depend from other claims in 
the alternative only. Each of these claims encompasses an embodiment that depends 
from claim 1 and claim 2. See M.P.E.P. § 608.01(n). According, claims 11 to 13 have 
not been further treated on the merits. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

5) Claims 1 to 4 are rejected under 35 U.S.C. § 101 because the claimed 
invention is directed to non-statutory subject matter. The instant claims encompass a 
protein and fragments thereof as they occur in nature. Because all proteins are 
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degraded and replaced during the course of cellular metabolism a cell which produces a 
protein of the instant invention also produces fragments thereof. 

6) Claims 1 to 4 are rejected under 35 U.S.C. § 101 because they are drawn 
to an invention with no apparent or disclosed specific and substantial credible utility. 
The instant application has provided a description of an isolated DNA encoding a 
protein and the protein encoded thereby. The instant application does not disclose a 
specific biological role for this protein or its significance to a particular disease, disorder 
of physiological process which one would wish to manipulate for a desired clinical effect. 
It is clear from the instant specification that the receptor protein described therein as "a 
novel human amygdaloid nucleus-derived g protein coupled receptor" is what is termed 
an "orphan receptor" in the art. This is a protein whose cDNA has been isolated 
because of its similarity to known proteins. There is little doubt that, after complete 
characterization, this protein may be found to have a specific and substantial credible 
utility. This further characterization, however, is part of the act of invention and until it 
has been undertaken Applicant's claimed invention is incomplete. The instant situation 
is directly analogous to that which was addressed in Brenner v. Manson, 148 U.S.P.Q. 
689 (Sus. Ct, 1966). in which a novel compound which was structurally analogous to 
other compounds which were known to possess anti-cancer activity was alleged to be 
potentially useful as an anti-tumor agent in the absence of evidence supporting this 
utility. The court expressed the opinion that all chemical compounds are "useful" to the 
chemical arts when this term is given its broadest interpretation. However, the court 
held that this broad interpretation was not the intended definition of "useful" as it 
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appears in 35 U.S.C. § 101, which requires that an invention must have either an 

immediately obvious or fully disclosed "real world" utility. The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a 
patent monopoly is the benefit derived by the public from an invention with substantial utility". 
A [u]nless and until a process is refined and developed to this point" "where specific benefit 
exists in currently available forni" "there is insufficient justification for permitting an applicant 
to engross what may prove to be a broad field", and "a patent is not a hunting license", "[i]t is 
not a reward for the search, but compensation for its successful conclusion." 
The instant claims are drawn to a protein of as yet undetermined function or biological 

significance. There is absolutely no evidence of record or any line of reasoning that 

would support a conclusion the a protein of the instant invention will bind to any one of 

the plurality of stmcturally unrelated compounds that are listed on page 8 of the instant 

specification. Until some actual and specific significance can be attributed to a protein 

comprising the amino acid sequence presented in SEQ ID N0:1 of the instant 

application, or the gene encoding it, the instant invention is incomplete. The protein of 

the instant invention is a compound known to be structurally analogous to proteins 

which are known in the art as G protein-coupled receptors. In the absence of a 

knowledge of the natural ligands or biological significance of this protein, there is no 

immediately obvious patentable use for it. To employ a protein of the instant invention 

in the identification of substances which inhibit or induce its activity is clearly to use it as 

the object of further research which has been determined by the courts to be a utility 

which, alone, does not support patentability. Since the instant specification does not 

disclose a credible "real world" use for a protein comprising the amino acid sequence 

presented in SEQ ID N0:1 of the instant application then the claimed invention is 
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incomplete and, therefore, does not meet the requirements of 35 U.S.C. * 101 as being 
useful. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, dear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most neariy connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of canrying out his invention. 

7) Claims 1 to 4 are rejected under 35 U.S.C. § 1 12, first paragraph, as 
failing to adequately teach how to use the instant invention for those reasons given 
above with regard to the rejection of these claims under 35 U.S.C. § 101. 

8) Claims 1 to 4 are rejected under 35 U.S.C. § 1 12, first paragraph, 
because the specification, while being enabling for making a functional protein 
comprising the entire amino acid sequence presented in SEQ ID N0:1 of the instant 
application and non-functional fragments thereof which are at least 16 amino acids in 
length, does not reasonably provide enablement for the production of a functional 
protein lacking that sequence or for the production of a functional fragment thereof. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make the invention commensurate in scope with 
these claims. 

The instant specification describes a single protein having a specific amino acid 
sequence. This is a naturally occurring protein whose identification as a receptor 
protein is based solely upon its presumed structurally similarity to known G protein- 
coupled receptors. Because this protein occurs in nature, a practitioner would 
reasonably conclude that it is a functional receptor protein. 
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The instant claims, however, are not limited to the single naturally occurring 
protein which is disclosed in the instant specification. They also encompass a protein 
whose amino acid sequence is "a substantial equivalent" to that disclosed sequence, 
and partial peptides thereof. Because the instant specification does not identify a ligand 
for the disclosed protein or a functional assay therefore, it is not possible for an artisan 
to determine if an altered protein is substantially equivalent to the disclosed protein or 
not. Further, because the instant specification does not Identify those amino acid 
residues in the amino acid sequence SEQ ID N0:1 which are essential for the biological 
activity and structural integrity of that protein and those residues which are either 
expendable or substitutable, even if a functionality assay were available a practitioner 
would have to resort to a substantial amount of undue experimentation in the form of 
insertional, deletional and substitutional mutation analysis of over 400 amino acid 
residues before they could even begin to rationally design a substantially equivalent 
protein having other than a natural amino acid sequence. The disclosure of a single 
DNA sequence encoding a single putative G protein-coupled receptor with a natural 
amino acid sequence is clearly insufficient support under the first paragraph of 35 
U.S.C. § 1 12 for claims which encompass any and all substantially equivalent proteins 
or functional fragments thereof. 

The current claim limitations are analogous to those of claim 7 of U.S. Patent 
Number 4,703,008 which were held to be invalid under 35 U.S.C. § 1 12, first paragraph, 
for want of enablement in Amgen Inc. v. Chugai Pharmaceuticals Co. Ltd., 18 U.S.P.Q. 
2d. 1016 (see page 1026, section D), In that instance, a claim to a nucleic acid 
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encoding a polypeptide having an amino acid sequence sufficiently duplicative of the 
amino acid sequence of erythropoietin (EPO) so as to have a specified biological 
activity was held to be invalid under 35 U.S.C. §112, first paragraph, for want of 
enablement. This limitation is analogous to the "substantial equivalent" limitation of the 
instant claims. The disclosure upon which that claim was based described a 
recombinant DNA encoding EPO and a few analogs thereof. That disclosure differs 
from the instant specification because, whereas the instant specification describes a 
DNA encoding putative G protein-coupled receptor, it does not describe even a single 
equivalent thereof. The court held that what is necessary to support claims of this 
breadth is a disclosure sufficient to enable one skilled in the art to carry out the 
invention commensurate with the scope of the claims. For DNA sequences, that means 
disclosing how to make and use enough sequences to justify the grant of the claims 
sought. As indicated, the instant specification is even more limited than the '008 patent 
because it describes only a single protein and no analogs or mutants thereof and, 
therefore, provides even less support than the '008 specification for claims of 
comparable scope and which were held to be invalid in that patent. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9) Claims 1 to 4 are rejected under 35 U.S.C. §112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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9.1) Claim 1 is vague and indefinite because one can not determine which 
subject matter is included and excluded by the term "substantial equivalent thereto". 
Claims 2 to 4 are vague and indefinite in so far as they depend from claim 1 for this 
element. 

9.2) Claim 2 is confusing because of the term "except for SEQ ID N0:3 or 
fragments thereof. If Applicant wishes to claim a polypeptide comprising less than all 
of the amino acid sequence presented in SEQ ID N0:1 then this is what they should 
claim. If Applicant wishes to exclude certain regions of SEQ ID N0:1 from the claimed 
polypeptides then they should refer to those portions of SEQ ID N0:1 which are to be 
excluded. As this claim is currently written it does not comply with 37 C.F.R. § 1 .822(o) 
which requires a separate sequence listing for any sequence which is made up of one 
or more noncontiguous segments of a larger sequence. Claim 3, for example, should 
be directed to "a polypeptide consisting of at least 16 contiguous amino acid residues 
from amino acid ## to amino acid ## or amino acid ## to amino acid ## of SEQ ID 
N0:1". Claims 3 and 4 are vague and indefinite in so far as they depend from claim 2 
for this element. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

10) Claims 1 to 4 are rejected under 35 U.S.C. § 102(b) as being anticipated 
by the Harrigan et al. publication (Mol. Endocrinol. 5(9):1 331-1 338. 1991, cited by 
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Applicant). Figure 3 on page 1335 of the Harrigan et al. publication described a murine 
protein whose amino acid sequence is 89% identical to the human amino acid 
sequence presented in SEQ ID N0:1 of the instant application. An artisan would 
reasonably conclude that the amino acid sequence of the protein described by Harrigan 
et al. is "a substantial equivalent" of the sequence presented in SEQ ID N0:1 of the 
instant application. The description of the entire amino acid sequence of a protein 
inherently constitutes a description of any and all fragments thereof. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D, Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne EyIer can be reached on (571 ) 272-0871 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




JOHN ULM 
PRIW;iWE;a!V]l?JEP 
GROUP irn^. 



